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period, weeks 1 and 2 of the treatment and weeks 3 and 4 of 
the treatment. The differences of die final period from the 
baseline Tor the two treatments were compared by the Mann 
Whitney U-<C5l. . 

2. Clinical examination every 2 weeks during the trial, 
using a physician's five-point score for the severity of skin le- 
sions. 

3. The frequence of the use of an "escape." treatment fa 
1 % hydrocortisone containing cream). 



Sir: There have been a number of studies on the. effect of 
topical sodium cromoglycate in atopic dermatitis. In most of 
these studies topical sodium cromogfycaie failed to show any 
significant activity [2, 4]. 

Recently, nedocromil sodium was developed. This drug 
showed activity similar to that of sodium cromoglycate but is 
markedly more potent [ I]. 

Since mast cell involvement has been observed at some 
stage in the development of various skin disease including 
atopic dermatitis [31, nedocromil sodium seems to be an obvi-. 
ous candidate for investigation in the area of atopic dermatitis. 

Therefore, we undertook a double-blind, parallel group trial 
in which following a 2-week baseline period, atopic dermatitis 
patients were assigned randomly to either a 4% nedocromil 
sodium cream or a placebo for 4 weeks. The cream (nedocromil 
sodium or placebo) was applied twice daily. For dermal 
application, nedocromil sodium was formulated as an 
oil-in-water cream, stabilised with glyceryl monostearate arid 
celostearyl alcohol. It was maintained at pH 5.6 (= skin surface 
pH) by a sodium acid citrate/sodium hydroxide buffer, and 
preserved using a combination of parabens and potassium 
sorbate. In skin permeation tests using hairless mouse skin in 
vitro, a penetration rate of 2ug/cm l per hour of nedocromil 
sodium, was observed. As placebo, the same cream was used 
but without nedocromil sodium. Both preparations were:, 
kindly supplied by Fisons Pharmaceuticals, Loughborough, 
England. 

Twenty-six patients with atopic dermatitis (13/26 patients 
were between the age 12-16 years) entered the: trial of whom 2 
dropped out during the baseline period. 

The 2 treatment groups (2x12 patients) were similar ac- 
cording to; sex, age (mean: 16 years, range: 12-47 years), 
weight, duration of atopic dermatitis, severity of atopic der- 
matitis during the last 12 months, present severity at the start of 
the trial and co-cxistcncc of bronchial asthma. 

Evaluation of the treatment was performed using: 

/. A daily score card for severity of atopic dermatitis was 
completed using a four-point score for day itching, night 
itching, sleep and overall severity of the skin lesions. For each 
treatment mean scores were computed for the baseline 



Results 

During the treatment phase, nine patients were withdrawn. Six 
(four on placebo) of these due to a gradual deterioration of the 
atopic dermatitis. Two (one on each treatment) due to a rapid 
deterioration, and one on nedocromil sodium because of a 
suspected adverse reaction (increased dryness of the skin). 

By the use of the daily symptom score, no significant dif. 
ference could be detected between the two treatments (Mann- 
Whitney U-test). 

After A weeks treatment both patients and clinician could 
not detect any difference between the two treatments using a 
five-point score. The two groups showed also the same usage 
of the escape treatment 

Seventeen episodes of flaring of symptoms were recorded 
during the active treatment period, 9 of these were in the pa- 
tients treated with nedocromil sodium. One caused withdrawal 
from the trial because of dryness of the skin in a patient treated ' 
with nedocromil sodium and one caused treatment to be stop- 
ped for 6 days because of furunculosis. This was observed in a 
patient treated with placebo. However, the most common 
symptoms were exacerbations of atopic dermatitis and itching. 

In conclusion, 4% nedocromil sodium cream, applied dur- 
ing A weeks, twice daily has no advantage over placebo in the 
treatment of patients (older children and adults) with atopic 
dermatitis. No data are yet available on the use of nedocromil 
sodium cream in young children with atopic dermatitis. 
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